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The roadmap

Aims to provide a plan/schedule to accelerate 

reaching the goal of phasing out animal testing 

• Applicable to all relevant pieces of EU chemical 

legislation that might lead to animal testing for 

chemical safety assessments 

– 15 legislative areas identified

• To be published in Q1 of 2026

Designed by Freepik

Commission Communication (15 pages) 

+ Staff working document 

All info in: 
Roadmap towards phasing out animal testing - 
European Commission

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsingle-market-economy.ec.europa.eu%2Fsectors%2Fchemicals%2Freach%2Froadmap-towards-phasing-out-animal-testing_en&data=05%7C02%7CSofia.BATISTA%40efsa.europa.eu%7C1479c4fa82714d0fd96808ddc07d2ce3%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638878366037325481%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=unNyfK%2BNnl5ntAIPYER2r7ntSqyi9nWsOIztf3xY3a4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsingle-market-economy.ec.europa.eu%2Fsectors%2Fchemicals%2Freach%2Froadmap-towards-phasing-out-animal-testing_en&data=05%7C02%7CSofia.BATISTA%40efsa.europa.eu%7C1479c4fa82714d0fd96808ddc07d2ce3%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638878366037325481%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=unNyfK%2BNnl5ntAIPYER2r7ntSqyi9nWsOIztf3xY3a4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsingle-market-economy.ec.europa.eu%2Fsectors%2Fchemicals%2Freach%2Froadmap-towards-phasing-out-animal-testing_en&data=05%7C02%7CSofia.BATISTA%40efsa.europa.eu%7C1479c4fa82714d0fd96808ddc07d2ce3%7C406a174be31548bdaa0acdaddc44250b%7C0%7C0%7C638878366037325481%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=unNyfK%2BNnl5ntAIPYER2r7ntSqyi9nWsOIztf3xY3a4%3D&reserved=0


HOW IT STARTED AT EFSA

ECI launched

2021

July 2023

Preparation of 
the Roadmap

Commission's 

Communication on 

the roadmap

EFSA UNITS survey on the use/opportunities on 

NAMs

EFSA Roadmap input to HH and ERA:
1. Experimental animal-based methods currently in use under the different pieces of legislation or sectors applicable to 

EFSA, and the information they provide

2. Short-term available but not yet implemented replacement methods or approaches

3. Potential short-, medium- and long-term considerations to reduce or replace the need for animal testing

EFSA 

collaborators



Disclaimers from EC

• The Roadmap (Commission Communication + Staff Working Document) 

→ will contain recommendations (action points) on specific human health or 
ecotoxicological areas of concern or organisational structures

→ does not pre-empt or indicate any changes in legislation

• Phasing out animal testing will make it necessary to develop further animal-
free methods or approaches. → will require discussions with experts and 
Member State representatives during the implementation phase of the 
Roadmap 

▪ Indicators that help to monitor the progress of the implementation

▪ Recommended organisational structures that are necessary for the 

implementation process
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Designed by frontiersing.org

The roadmap will ‘outline the path to expand and accelerate the development, 

validation and implementation of non-animal methods ...’
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Validation vs Qualification: EFSA example 

Infographics by EFSA, 

the NAMs4NANO grant 

holders (BfR et al), 

OECD, and JRC. 



• The Roadmap goals and recommendations are 
broad to support flexible implementation across 
legal frameworks
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NEW HUMAN HEALTH SAFETY 
ASSESSMENT PARADIGM

• Human-centric, animal-free safety 

assessments

• High level of protection, demonstrated 

explicitly and transparently

• Mechanistic understanding to distinguish 

relevant from irrelevant substance effects

• Up-to-date science

• High-throughput, efficient

• Integrated with environmental safety

THE ULTIMATE GOAL



Short-term Medium-term Long-term

1. Establish cross-sector, animal-free Next Generation Risk Assessment (NGRA) frameworks

Development of NGRA workflow for enabling systemic use of NAMs

Establish NAM based frameworks for Carcinogenicity, DART, DNT, Endocrine Disruption, Genotoxicity & Systemic Toxicity

Nanomaterials / Nanoparticles Risk Assessment

Characterise protection levels/uncertainty & set acceptance criteria

Modernise CLP criteria

Increase use of computational approaches

Standardise ADME, PBK modelling & IVIVE

Standardise PoD & tox signatures derivation from NAM data for complex regulatory endpoints

2. Reduce number of animals & species tested, where justified

2nd species sub-chronic testing removal, 90-

day dog study removal

Reduce long-term in vivo HH studies through smart in vivo studies

Develop tiered approaches to minimise use of 

animals & maximise use of NAMs

RECOMMENDATIONS



Implementation phase Organisational
structures – draft proposal

Agency collaborative

structures – e.g.,

expert groups on Animal-free 

Approaches

Regulatory Science 

Network on phasing 

out animal testing

MS experts  / COM & 

Agency experts / 

Stakeholders

Inter-Agency 

Working Group on 

non-animal approaches 

within EU Agency Network 

(EUAN)

Roadmap Steering Team

Commission & 

Agencies 

Steering Group

MS

experts

IND

(EPAA)

NGOs



To finish



STAY CONNECTED

SUBSCRIBE TO
efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu – job alerts

FOLLOW US ON BLUESKY
@efsa.bsky.social
@efsa-animals.bsky.social            @efsa-plants.bsky.social

FOLLOW US ON INSTAGRAM
@onehealth_eu

CONTACT US
efsa.europa.eu/en/contact/askefsa

FOLLOW US ON LINKEDIN
Linkedin.com/company/efsa

LISTEN TO OUR PODCAST
Science on the Menu –Spotify, Apple Podcast and YouTube 
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